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é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Washington DC 20204

Mr. Keith Wong

General Manager

Dalian Zhonglin Marine Food Co., Ltd.
No. 75 Fuli Street

Jizhou District

Dalian

P.R. China

gas W

WARNING LETTER

Dear Mr. Wong:

We inspected your firm, located at 3 Li Village, Yong Zheng Street Jinzhou, Dalian on May
15-16, 2000 and found that you have serious deviations from the U.S. Seafood HACCP
regulations (21 CFR Part 123). These deviations cause your frozen vacuumed packaged
imitation crab meat (surimi) to be in violation of section 402(a)(4) of the U.S. Federal Food,
Drug, and Cosmetic Act. You can find this Act and the Seafood HACCP regulations
through links in FDA’s home page at www.fda.gov. These deviations were discussed with
you at the end of the inspection on May 16, 2000.

The deviations are as follows:

1. You must have a HACCP plan that lists the appropriate critical control points, to
comply with 21 CFR §123.6(c)(2). However, your firm's HACCP plan for frozen
vacuum packed imitation crab meat did not list critical control points to control the
introduction of pathogenic microorganisms following the sterilizing (i.e., pasteurization)
critical control point. Specifically, your HACCP plan failed to include critical control
points to address seal integrity and the safety of the water (i.e., chlorinating) used in the
water bath for container cooling. It was observed during our inspection that your firm
does monitor for seal integrity hourly and records the results, however, this is not
included in the HACCP plan. These two critical control points are explained in detail in

Chapter 18 of the Fish and Fisheries Products Hazards and Controls Guide: Second
Edition.

2. You must verify that your HACCP plan is adequate to control the food safety hazards
that are reasonably likely to occur, to comply with 21 CFR §123.8(a). However, your
firm did not include, in your HACCP plan, verification that the metal detector was
working at the start-up of the operation. Your firm did provide records during the
inspection to show that the metal detector is checked prior to start-up. However, this
must be included in your HACCP plan as a verification step.
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